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Toshjba America Medical Systems, Inc. 510¢k) Premarket Notification
Aplio™ XG (v4.0) SSA-790A Ultrasound System

S10{ Summwy
M i T
Submitter’s Name:  Toshiba America Medical Systems, Inc. AY 15 2009
Address: PO Box 2068, 2441 Michelie Drive Tustin, CA 92781 2068 ‘
Contact: Paul Biggins, Director Regulatory Affairs
Telephone Mg.: (714} 730-5000
Device Proprietary Name: APLIO XG MODEL 85A-790A Version 4.0
Common Name: Diagnostic Ultrasound System
Classification:

o  Regulatory Class: 11
o Review Category: Tier Il

o Ulrasonic Pulsed Doppler Imaging System — Product Cade: 90-1YN
[Fed. Reg.No.: 892.1550]

o Ultrasonic Pulsed Echo Imaging System — Product Code: 90-1YO
[Fed. Reg No.: 862.1560}

o Diagnostic Ultrasonic Transducer — Product Code: 90-ITX
[Fed. Reg. No.: 892.1570]

ldeniilication of Predicate Devices:
Toshiba America Medical Systems believes that this device i3 substantially equivalent to:

o Toshiba Ulirasound Diagnostic Systemn Aplio XG MODEL S8A-790A V3.0 - 510(k) K082119

Device Description:

The Aplio XG v4.0 is a mobile system. This systern is a Track 3 device that employs a wide array of
probes that include flat linear array, convex linear array, and sector array with a frequency range of
appreximately 2 MHz to 12 MHz,

imtended Use:

The Aplio v4.0 is intended to be used for the following type of studies: fetal, abdominal,
intraoperative, pediatric, small organs, neonatal cephalic, adult cephalic, cardiac, transrectal,
transvaginal, transesophageal, peripheral vascular and musculo-skeletal (both conventional and
superficial).

Safety Considerations:

This device is designed and manufactured in conjunction with the Quality System Regulation, IEC
60601-1 (applicable portions), IEC 60601-1-1 (applicable portion), IEC 60601-1-2 (applicable
portion}, IEC 60601-1-4 (applicable portion), IEC60601-2-37 (applicable portions), IEC 62304
(applicable portion) and the AIUM-NEMA UDZ Output Measurement Standard as applied to Track 3
Ultrasound systems and the AIUM-NEMA UD3 Output Display Standard.
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-/C DEPARTMENT OF HEALTH & HUMAN SERVICES : Public Health Service
%"-fm ‘ ;

Food and Drug Administration
‘ 9200 Corparate Boulevard
MAY 15 2005 Rockville MD 20850

Toshiba America Medical Systems Inc.
% Mr. Mark Job
Responsible Third Party Official

. Regulatory Technology Services LLC
1394 25" Street NW
‘BUFFALO MN 55313

Re: K091295
Trade/Device Name: APLIO XG Diagnostic Ultrasound System, Model SSA-790A version 4 0

Regulation Number: 21 CFR 892.1550

Regulation Name: Ultrasonic pulsed doppler imaging system
Regulatory Class: 11

Product Code: TYN, TYO, and ITX

Dated: May 1, 2009

Received: May 4, 2009

Dear Mr. Job:

"~ We have reviewed your Sectlon 510(k) premarket notification of intent to market the device
referenced above and we have determined the device is substantially equivalent (for the
indications for use stated in the enclosure) to legally marketed predicate devices marketed in
interstate commerce prior to May 28, 1976, the enactment date of the Medical Device ‘
Amendments, or to devices that have been reclassified in accordance with the provisions of the
Federal Food, Drug, and Cosmetic Act (Act). You may, therefore, market the device, subject to
the general controls provisions of the Act. The general controls provisions of the Act include

~ requirements for annual registration, listing of devices, good manufacturing practice, labeling,
and prohibitions against misbranding and adulteration. ‘

This-determination of substantial equivalence applics to the following transducers intended for
use with the APLIQ XG Diagnostic Ultrasound System, Model SSA-790A version 4.0, as
described in your premarket notification:.

Transducer Model Number

- PST-25BT PVT-375MV PVT 661VT

- PST-30BT PET-382BT PVT-681MV
PST-50AT PVT-382MV PVT-745BTV
PST-65AT PVT-575MV PVT-770RT

PVT-375BT * PVT-674BT  PLT-604AT
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Page 2~ Mr. Job

PLT-704AT PLT-12028 PLT-1204MV
PLT-7045BT PLT-1204AT PET-510MB
PLT-705BTH PLT-1204BT PC-20M

. PLT-705BTE PLT-1204AX PC-50M

PLT-805AT PLT-1204BX

If your device is classified (see above) into either class I {Special Controls)-or class I1I (PMA),
it may be subject to such additional controls. Exisling major regulations affecting your device
can be found in the Code of Federal Regulations, Title 21, Parts 800 to 898. In addition, FDA
may publish further announcements concerning your device in the Federal Register.

Please be advised that FDA’s issuance of a substantial equivalence determination does not mean

that FDA has made a determination that your device complies with other requirements of the Act

or any Federal statutes and regulations administered by other Federal agencies. You must

comply with all the Act’s requirements, including, but not limited to: registration and listing (21

CFR Part 807); labeling (21 CFR Part 801); good manufacturing practice requirements as set

forth in the quality systems (QS) regulation (21 CFR Part 820); and if applicable, the elecironic
product radiation control provisions (Sections 531-542 of the Act); 21 CFR 1000-1050.

This Ictter will allow you to begin marketing your device as described in your premarket
notification. The FDA finding of substantial equivalence of your device to a legally marketed
predicate device results in a class1ﬁcat10n for your device and thus permits your device to
proceed to market.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
contact the Office of Compliance at (240) 276-0120. Also, please note the regulation entitled,

~ "Misbranding by reference to premarket notification” (21CFR Part 807.97). You may obtain’
.other general information on your responsibilities under the Act from the Division of Small
Manufacturers, International and Consumer Assistance at its toll-free number (800) 638-2041 or
(240) 276-3150 or at its Internct address http.//www.fda gov/cdrh/industry/support/index. html

If you have any questions regardmg the content of this letter, please contact Paul Hardy at
(240) 276-3666.

Sincerely yours,

Jryti Vo,

61 Janine M. Morris
Acting Director, Division of Reproductive,
Abdominal, and Radiological Devices
Oftice of Device Evaluation _
Center for Devices and Radiological Health.

' Enelosure(s)



Toshiba America Medical Svsiems. Inc. 510k} Premarket Notification

Aplio™ XG (v4.0) S5A-790A Ultrasound System
System: _Aplio XG v4.0 SSA-790A

Transducer:

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as fotlows:
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N = new indication: P = previously cleared by FDA: E = added under this appendix
Previous 510(X) of the transducer: 082119

Note 1 Smali organ includes thyraid, breast and testicle.
Note 2 Combined mode includes B/M; B/PWD; BDE/PWD: BDF/MDF; BDF/MDFE/PWD

Note 3 Combined mode includes B/M: B/PWD:; BDF/PWD: BDF/MDF:, BRDE/MDF/PWD; 2D/CWD; BDF/CWD
Note 4 TDI

Note 5 ApliPure
Note 6 MicrePure /;)’y /tf%%\/

WNote 7 Precision imaging (New)

Note & STIC o (Division(Bign?Off)
Note 9 3D color (New) . Division of Reproductive, Abdoemina! and

Note 10 STIC Color (New) Radiological Devices A 205
|
Prescrintion Use Only (Per 21 CRES01.109) 510(k) Number 09

B-1




Toshiba America Medical Systerns. Inc. 510k} Premarket Notification
Aplio™ X G (v4.0) SSA-790A Ultrasound System

Systemn: Aplio XG v4.0 SSA-T90A

Transducer:___ PST-25BT

intended Use: Diagnostic ultrasound imaging or fluid flow analysis of (he human body as (ollows:
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N = new indication; P = previously cleared by FDA; E = added under this appendix
Previeus 510(I) of the transducer: K082119

Mote 1 Small organ includes thyroid, breast and testicle.
Note 2 Combined mode includes B/M; B/PWD: BDF/PWD: BOF/MDF: BDF/MDF/PWD

Note 3 Combined mode includes B/M; B/PWD; BDF/PWD: BDE/MDF. BDFIMDF/PWD: 20/CWD; BDFICWD
MNote 4 TD!

Note 5 ApliPure

Note &6 MicroPure / %%

Note 7 Precision Imaging {New)

Note § STIC M/Lé /‘\X
Note 9 3D color (New) (Division Si ign- Oh‘

Nate 10 STIC Calor (New) Division of Reproductive, Abdominal and
Prescripuon Use Only (Per 21 CRF8C1.109) Radiological Device

510(k) Number 0913285




Toshiba America Medical Systems, Inc. S10(k) Premarket Nottication
Aplic™ XG (vd.0) SSA-T90A Ultrasound System

System: Aplio XG v4.0 SSA-7904A

Transducer.___ PST-308T

intended Use: Diagnostic uitrasound imaging or fluld flow anaiysis of the human body as follows:
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N = new indication, P = previously cieared by FDA; E = added under this appendix
Previous 510(k) of the transducer: K082119

Mote 1 Small organ includes thyroid, breast and testicle.

Note 2 Combined mode includes B/M: B/PWD; BDF/PWD; BDE/MDF:; BDF/MDF/PWD

Note 3 Combined mode inciudes B/M; B/FPWD; BDF/PWD; BDI/MDF. BDF/MDF/PWD;, 2D/CWD; BDF/CWD
Note 4 TDi

Note 5 ApliPure

Note & MicroPure /

Note 7 Precision Imaging {New)

Note 8 STIC Mﬂ % M ‘\
Note 9 3D celor (Mew) (DWISIO” Slgﬂ-Oﬁ

MNote 10 STIC Color (New)
Division of Reproductive, Abdominal and
Prescription Use Only (Per 2} CRF3C1.109) RadiOIOQiCE{I Devices

510(k) Number YA 1205
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Toshiha America Medical Svstems, inc. 34 0(k) Premarket NMotification
Aplio™ XG (vd.0) SS5A-T90A Ultrasound System

System: Aplio XG vd.0 SSA-790A

Transducer:__ PST-S0AT

Intended Use: Diagnostic ultrasound 1maging ot Nuid flow analysts of the human body as follows:
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N = new indication; P = previcusly cleared by FDA,; E = added under this appcndl\
Previous 510(k) of the transducer: 082119

MNote | Small organ includes thyroid, breast and testicle.

Mote 2 Combined mode includes B/M: B/AWD: BDF/PWD: BDF/MDE: BDF/MDWPWD

Note 3 Combined mode includes B/M: B/FWD; BDF/PWD: BDF/MOF. BDF/MDF/PWD; 2D/ICWD; BDFICWD
MNotc 4 TD!

Note 5 ApliPure
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Note 9 3D eolor {New) {Division S‘fﬁn d,ﬁ) ,
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ote olor (New) Division of Reproductive, Abdominal and
Prescription Use Only (Per 21 CRF861.109) Radiological Devices

510(k) Number 712945




Toshiba America Medical Systems. nc. 510(k) Premarket Notification
Aplio™ XG (v4.0) SSA-T90A Ultrasound Svstem

System: Aplio XG v4 0 SSA-7904

Transducer:__ PST-65AT

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as followes:
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N = new indication: P = previously cleared by FDA: E = added under this appendix
Previous 510(k) of the transducer: K082 119

Note 1 Small organ includes thyroid, breast and testicle.

Note 2 Combined mode includes B/M; B/PWD; BDF/PWD: BDF/MDF: BDF/MDF/PWD

Note 3 Combined maode includes B/M; B/FWD; BDF/PWD; BDF/MDF: BDE/MDE/PWD: 2D/CWD; BDF/ICWD
Note 4 TDL

Note § AphPure

MNote & MicroPure / %/

Note 7 Precision Imaging {New) M
Note 8 STIC /P? M ﬂ/‘;
Note 9 3D color {New) (Division 8‘7@”-

Note 10 STIC Color (New) Division of Reproductive, Abdominal and

Radiological Devices
Prescription Use Only (Per 21 CRF801.109) 910(k) Number aYoN! IQQ )

B-5



Toshiba America Medical Systems. Inc. 510¢k) Premarket Notificatign
Aplio™ XG (v4.0) SSA-790A Ulwasound System

System: Aplio X5 va.0 SSA-790A

Transducer:__ PVT-375BT

[ntended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human bedy as follows:
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-'N = new indication; P = previously cleared by FDA; E = added under this appendix
Previous 510(k) of the transducer: K082119

Note | Smali organ includes thyroid, breast and testicle. .
Note 2 Combined mode includes B/M; B/PWD: BDF/PWIY, BDF/MDF; BDF/MDE/PWD

Note 3 Combined mode includes B/M; B/PWD: BDF/PWD:. BDF/MDF; BDF/MDE/PWD; 2D/CWD: BDF/CWD
Note 4 TDH

Note 5 ApliPure
Note 6 MicroPure

Note 7 Precigion [maging (New) '
Note 8 STIC i) A
Note 9 3D color (New)
Note 10 STIC Color (New) (DWlSan%'Qn bﬂ)
Division of Reproductive, Abdominal and

Prescription Use Only (Per 21 CRIF80L.10%) g‘lagl(imgﬁriﬁ?wc /-\Oq [ ';)q 6
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Toshiba America Medical Systems. [ne. 510k} Premarket Netification
Aplia™ XG (v4.0) S5A-790A Ultrasound System

Systen: Aplio X3 v4 0 SSA-790A

Transducer:___ PVT-375MV

-intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

i Appijcati{m 'Mode of Operation
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N = siew indication; P = previously cleared by FODA: E = added under this appendix
Previous 510(k) of the fransducer: K082119

Note | Smalt organ includes thyroid, breast and testicle.

Note 2 Combined mode includes B/M: B/PWD; BDF/FWD: BDE/MDF: EDF/MDE/PWD

Note 3 Cambined made includes B/M; B/PWD: BDF/PWD; BDF/MDF: BDF/MDF/PWD; 2D/CWD: BDF/CWD
Note 4 TDI

Note 5 ApliPure

Note 6 MicroPure

Mote 7 Frecision Imaging (New) / %M
MNote & STIC

Note 9 3D color (New) )EW

Note 10 STIC Color (New) DIVISIO% Slﬁn -0ff)

Division of Reproductive, Abdominal and
Prescription Use Only (Per 21 CRF801.109) Radiological Devices

510(k) Number 071295




Toshiba America Medical Systems, Inc. 510(k) Bremarket Notification
Aplio™ XG (v4.0) SSA-790A Ultrasound System

System: Aplio XG vd4.0 SSA-790A

Transducer: PET-382BT

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

N 'Mode of Operat:on
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N = new indication; P = previously cleared by FDA; E = added under this appendix
Previous 51k} ofthe transducer: KO82119

Note 1 Small orpan includes thyroid, breasi and lesiicle. ‘

MNote 2 Combined mode includes B/M: B/PWD: BDF/PWD: BDF/MDF; BDFAMDE/PWD

MNote 3 Combined mode includes B/M, B/PWD: BDF/PWD. BDF/IMDF: BDE/MDF/PWD: 2IMCWD: BDFECWD
Note 4 TG

Note 5 ApliPure

Note 6 MicroPure ' / .7}1 %\
MNote 7 Precision Imaging (New}
Note & STIC M[M

Note 9 30 color {New) (Divisich Sigh-0ff)
Note 10 STIC Calor (New) Division of Reproductive, Abclom:nal and

Radiological Devices
Prescription Use Oniy {Per 21 CRF801.109) 510( Number e1/\ O q | ;) q 5
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Teshiba America Medical Systems. [ac.. 310k} Premarket Notification
Aplio™ XG (v4.0) SSA-7%0A Ultrasound System

Svstem: Anlio XG v4.0 85A-790A

Transdecer._ PVT-382MY

Intended tse: Diagnostic ultrasound imaging or fiuid fiow analysis of the human body as foilows:

.

Chmgai ;Epltcatlon - o ofOperaEw-n e e e e e e e i o i e o - ) . ”_-
o g[:J_t:i_fTC— o B M P‘A’D-Ei’:'.i)' Color C”(;r-x;bmed% THE Dynamic Power | Ci-?] q! i ;_ Other
{Tracks 3} Dopplier : (Specuy)i : Flaw i 2D ‘ ; INote] | :
Ophthabmic . , T S O
tFel ¢ pop T p 3 iR 57
‘Abdominal PP P P . - P P P ' 7 P 5?
FIE;-OEgr—énve (Abdommal) oo o ’ I :_ "'E' ) ’ | T

Intra- operatwe (N euro) i :

: Laparoscopuc , r’ . I T —' R i
Pediatric <P P P R T T T T T
o Organm(néfaméaf'y)fl‘s e R R T l . . e .i e

"N;ir-)ﬁalal CE“F-)—lﬂIC - S . . - T L T e
‘Adult Cephalic ) : o )
Transreea - [
Trans-vagmél- . . . . R

?T ns—urethral

‘Musculo- skelelai
(Conventlonal} . : .

‘Musculo skeletal (Superﬁclal)

’ 'Iﬁir;\—/.as-cu[ar i o a -
.OLher Spcufy)
*Cardlac Adult ' ‘
Card|ac Pedlatr[c :
Inlravascuia: (Card]ac) :
Trans csoph (C ardiac)
}n{ra cardlac
. Perlphera;lvessel
Otht:l (Spe(:I _v) e e e, . R e e e

N = new indication: P = ﬁreviously cteared by FDA; E = added under this appendix
Previous 510(k) of the transducer: K0B2119

Note T Small organ includes ihyroid, breast and testicle.

Note 2 Combined mode includes B/M: B/PWTY: BDF/PWD: BRFMDF, BDF/MDF/PWD

Note 3 Combined mode includes B/M; B/PWD: BDF/PWD: BDF/MDF, BDF/MDF/PWD; 2D/CWD; BDF/CWD
Noile 4 TDH

Note 5 ApliPure

Note 6 MicroPure

Note 7 Precision Imaging (New) /37; %/
Note 8 STIC _ n/é ﬁ,z
Note 9 3D color (New) (Division/Sigf-0ff)

Note 10 STIC Color (New) Division of Reproductive, Abdominal and

Prescription Use Only (Per 21 CRI801.109) Radiological Devices
51000 Number __ N 1D
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Toshiba America Medical Systems. Inc. 510(k) Premarket Notification
Aplio™ X G (v4.0) S5A-790A Ultrasound System

System: Aplio XG v4.0 SSA-790A
Transducer: PVT-375MV

intended Use: Diagnostic ultrasound imaging or fiuid flow analysis of the human body as follows:

© Clinical Application ~ ~ Modeof Operation _ ~ "~ ]
Specifie B | M PWDICWD Calor Combined! THI iDynamic, Power | CHI ' 3D Other |
{Tracks 3) . . Doppler (Specify),: . Flow : 2D I\Jote}
: . . : % i . :

Opnihaimic

Feia CopTT oy PP 518
'Abdcmmal ) ' . _’ e S n_..if

'|Inlra operatwe (Abdommal) ) ) L

i Iinlra operatwe (Neuro) ) . . i

:_.LdpdTOSLOp]L o ! SEE CEEE . , -
Pedlamc N e .. . ‘. . B SR : | : N
Small Organ (Specity) (1 {0
Neonala] Cephahc ; :
“Aduil Cephalic " 77

Trans rectal C ; : ) : o e

‘Trans agi nal . ; ? ) ‘ ' i ;
lTrans,ule.t_hral P B L T r————— - b —— =t S "‘”:!"‘ e M .r
Trans esoph (mm Card ! ] b
-‘Musculn-skalt:la . . ,'7 i v ) ! _ o :
i(Conventionat) L SO SO S SRS,

Musculo-skclcta (Supcrﬁcml)
. Intravascular
' Othér (Spcufy} ) : ‘ i
Catdtac Al ST R R T . R
'Caid:ac G e e e S - S

i - . T

lnlira’vat;culdr (Cardlac) i
Trans esoph (Cardine) ' T ; - - , _ ,
[rr— Y St v. - e
. th-l;e-r—ESpecﬁy) et e e e e e e s e« g o i ___ — ‘ ‘- _—. - -_ :

i 'Penphela vessel

Olht:r (Spem fy)

N = new indication; P = previously cleared by FDA: E = added under this appendix
Previous 510(k) of the transducer; K082119

Mete | Small organ includes thyroid. breast and testicle.

Note 2 Combined mode incledes B/M: B/PWD:; BDF/PWD; BDF/MDF; BDE/MDF/PWD

Note 3 Combined mode includes B/M; B/PWD; BDF/PWD; BDE/MDF, BDF/MDF/PWD, 2D/CWD; BDFICWD
Note 4 TDI

Note § ApliPure : %}VW % %
Note 6 MicroPure
Note 7 Precision Imaging (NEW:) W

Note 8 STIC (DlViS!ﬂﬁ Sign-
Note @ 3D color (New)
Note 10 STIC Color (New) Division of Reproductive, Abdominal and

Radiological Davice

Prescription Use Only (Per 21 CRFE0E.109) 510(['() Number j/\(")q I Q q 5




Toshiba America Medical Systems, inc. 310¢k) Premaiket Notification
Aplio™ XG (v4.0) SSA-790A Ultrasound System

System: Aplio XG v4.0 §SA-7904
Transducer.___ PVT-674BT

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:
“Clinical Application W}Mode ofOperatmn o o
Specific ; B M PWDICWD. Color 'Combmed THI 'Dynamlc} Power CH[: D : Other !
(Tracks 3) . : anpler (Spectfy) - Flow CID ‘ [Note]

' : ' i

_(_J_p—h_tl.]almnc __ ¥ _Si. ._., . j._;“_._._”__.— - L _ “", ‘A_ e -

Felai
~Abdommal

IECINNY

LEntra operauve (Abdommai)

lmra a-gperative (Neuro L ) : '

Laparoscqplc e T
Pediatric ¢P:PIP P 2 P& P P R
iSmalI Organ(Specnfv)( ) . : : : ' . ; o

IN;:(;na.[a]-(.jeph []C . . - e R : s

JiAdult Cephalic B — I T
! Trans reclal : j ! : :

'Trans vacmal i ' . ; : : : :

Trans urc:ﬂr_eﬁww-_ ot e ___-__ ot ,__--__| o -
Trans esoph (nnn Card ] o ' : ' i : : {
lMusculo- keletal : : H

(( unvenlmnal) :

iy , . e i e -

Musculo bi\eleldl (Superﬂud!) R

N ardiac Pediatric - - -‘ - - - | -
Tnwaveseular (Cardige) T PR S
.nTrans-esoph {Cardiac) o o S S S =_
Intra-cardiac T e e S
' Other (Spesify) St
Frbé}lp?‘!?ral vessel Tomemmm o - - e - v

L
COtherSpecify) P

M = new indication; P = previously cleared by FDA: E = added under this appendix
Previous 510{k) of the transducer: K082119

Note 1 Smali organ inciudes thyroid, breast and testicle.
Note 2 Combined mode includes B/M; B/PWD, BDF/PWD; BDF/MDF: BDFE/MDF/PWD

MNote 3 Combined mode includes B/M: B/PWD: BDF/PWD; BDF/MDF. BDF/MDF/PWD: 2D/CWD;, BDFCWD
Note 4 TDI

Note § ApliPure

Note 6 MicroPure / /Ai %
Note 7 Precision Imaging {Mew) M/&é -~
Note § STIC DIVISIOﬂ Slgn—

Note 9 3D color (New)

Note 10 STIC Color (New) Dnns;on of Reproductive, Abdominal and
Radiological Devices

Prescription Use Only (Per 21 CRF801.109) 510(k) Number V\O 1245

B-11



Toshiba America Medical Systems. inc.

310(K) Premarket Motitication

Aplio™ XG (v4.0) SSA-790A Ultrasound System

System; Aplio XG va.0 SSA-790A
Transducer:__PVT-661VT

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

B Cll nical A Apphcauen .Mode of Operatlon ) ) N o
Specific B M PWD CWD Color Combmcd THY 'Dym-mu Pawer CHIL 1
{Tracks 3} P “Doppler , (Specify) : Flow . 2D .
. * - .

Ophthalmic

i ‘lntra operatwe (.A bdc-lmnai)
!lntra operatwe (N euro)

Laparos cepi |c
~Ped1atrrc

'qull O!’gﬂﬂ (bpf‘.(}lf}’) ( )- o

‘ 'I\-J“cc;n.alal Cenhailc ] ] o
; ,Adult Ccphailc ‘ J ; ]

e e P - LI LEE TR i . . - P

Trans-rectal PP P P2
2

=R~

Trans—vagmal “ N L : P "_ o
ans-urethral ' ‘ ‘ ‘

[Tlans-esoph (ncm Card 3

“IMuscula- skeletal
(Convent:onal)

=Mu5culo skeIeLaE (Superf'c;al)

lntravascular
lOLhcr (Spec1fy}

e R C e T L e e o

-Cardlac Adult
: 'Cardlac Ped:atnc

{Imravascular (Cardtac}
ETrarls esoph (Cardlac)

: imra Lﬂrdld(.

ther (Specuf‘v) o

E_Pcnpheral vessei

'

“Other (Specily)

N = new indication: I* = previously cleared by FDA: E = added under this appendix
Previous 510(k) of the transducer: KO82119

Note | Small organ includes thyroid. breast and testicle.

Note 2 Combined mode includes B/M; B/PWD; BDF/PWD: BDF/MDF. BDF/MDF/PWD

Note 3 Combined mode includes B/M: B/PWD; BDF/PWD; BDF/MDF: BDHMDF/PWD: 2DICWD: BDF/CWD
Nate 4 TDI

Nate 5 ApliPure
Note & MicroPure m/lz& }? /\

S P P P U R PPN PP LU SEP RIS P RS SRR
¥

[ERSPES S S

* Other -
© |Mote} -

45
45 i

Note 7 Precision Imaging (New)
Note 8 STIC (Division %ﬂ Uﬁ) _ _
Note 9 3D color (New} Division of Reproductive, Abdominal and

Note 10 STIC Color (New) Radiological Devices

Prescription Use Only (Per 21 CRF301.109) 510('() Number Oq ' ‘Dq 5




Toshiba America Medical Systems. Ine. > &

Systen: Aplio XG va4.0 SSA-790A
Transducer:__ PYT-68§i MV

510(k} Premarket Notification
Aplio™ XG (v4.0} SSA-79CA Ultrasound System

intended Use: Diagnostic ultrasound imeging or fluid flow analysis of the human bady as follows:

* " Clinical Application

Specific
{(Tracks 3)

Ophthalmlc

lLaparoscopf-c
iPediatric

iSemall Organ (Specify) (1)

‘Neﬂﬂdlﬂl (.ephallc

Aduil epha]xc

: 'Trans vagma] ' P

'Trans urethra]
Trans eqoph [non Cald )

;Musculo-skelatal
(Lunvcnnonal)

. Musculo skeletal (Superf"cml)

lntravascular

. Othcr(Speczfy)
Cardiag Adult
. ECargiacrlfgfﬂatVric

intrd Ldrdmc

H thel.'"{Spccﬁy)
Perlphera[ vessel

'Glher (bpemfy)

Modc ofOperanon T
B M PWD: (‘WD Color

‘Combined’ THE Dynamic’ Power - CHI | 3D
"Daoppler : (Spe-:lfy) " Flow 2D
* i ' !

P 2 P P P PP

N = new indication: P = previously cieared by FDA; E = added under this appendix

Piewous 510(k) of the transducer: K082119

MNote 1 Small organ includes thyroid. breast and testicle.

Note 2 Cembined mode includes B/M; B/PWD; BDF/PWD; BDF/MDF: BDF/MDE/PWD
Note 3 Combined mode includes B/M: B/PWD: BOF/PWD; BDE/MDF; BDF/MDF/PWD: 2D/CWD; BDF/CWD

Note 4 TDI

Note 5 ApliPure

Note &6 MicroPure

Note 7 Precision maging (New)
Note § STIC

Note 9 3D color (New)

Note 10 STIC Color (New)

Prescription Use Only (Per 21 CRFR01.109)

ool DA,

(Division Sigr-0tf)

Division of Reproductive, Abdominal and

Radiological Devices
510(k) Number j/’\(“q 1245

457

: 457 0

W
ft
w

. Other |
 [Note] -



Tashiba America Medical Systems, Inc.

Aplio XG v4.0 SSA-790A
PVT-743BTV

Systeri:
Transducer:

5100k} Premarket Notification
Apho™ XG (v4.0) SSA-790A Ultrasound System

Intended Use: Diagnostic ulirasound imaging or fluid flow analysis of the human body as follows:

Clinical Application

Specific
(Tracls 3)
Ophthalmic
I Lok
lmra Dperatwe (Abdommal} I
lnlra Opcratwc {Neuro)
: Laparoscop:c
iPediatric p P
- Small Organ(Specva)(l) p.p

Y Necmata_l ?cphallc -
Adult Cephatic
Ts ans-rectal

: T!’dl’lb vagmal

Mode of Operatlon
"B M PWD CWD Color

l rans- urethr'il

Trzms esoph (non {ard )

Muﬁculo-skeietal
‘ (Convennonal)

‘Muscula- H[\E]E[Hl (‘;upel -fick: ll}

wlntrava‘.cu!ar

ofy)

CardlaL Pediatric Y
!ntravascuiar (Ca[ dlac)

Frans -esaph. (Cardiac)

‘ Iﬁtra cé;dxac i

JOlher (Spemf))
Pempheral vessel

OtherGpectyy T

Combined’ Tiil
. Doppler * {Speciiy)
B *

.
P 2 P
p 2 7

2 P

N =new indication; P = previously cleared by FDA; E = added under this appendix

Previous 510(k} of the transducer: KO8219

Mote 1 Smalt organ includes thyroid. breast and (esticle.

‘Dynamic. Power ‘
Flow . D :

Nate 2 Combined mode includes B/M: B/PWD; BDF/PWD; BDF/MDF: BDF/MDF/PWD
Nate 3 Combined mode includes B/M; B/PWD: BDF/PWD: BDF/MDF: BDF/MDF/PWE: 2DVCWD: BDF/CWD

%L”Mm

Division of Reproductive, Abdomlnal and

Nate 4 TDi

Note 5 ApliPure

Nate 6 MicroPure

Note 7 Precision Imaging (New)
Nate 8 STIC

Note 9 3D color (New)

Nate 10 STIC Color (New)

Prescription Use Only (Per 21 CRF301

109

“CHI ; 3D

(Dwrs:on‘ﬁlgn Off)

Radiological Devices
510(k) Number

091995

_ Other !

[Nate]
5



Toshiba America Medical Systems. Inc. 510(k) Premarket Notification
Aplio™ XG (v4.0) SSA-790A Ultrasound System

System- Aplio XG v4.0 SS5A-790A
Transducer:__ PYT-770RT

Intended Use: Diagnostic ultrasound imaging or Muid flow analysis of the human body as follows:

 Clinical Application ‘Madeofoperanon Ty
Specific B M PWD lf.‘Wl)L "Cotor ’Combmed THI 'Dynamlc Power CHI ' 3D - Other .
{Fracks 3) : ; Doppler.(Speclfy) * Flow ' Bv) 1 I i |Notej -

) . ) ¥ . : H < ‘

0{3h{hé}mm R I . | . H“._:A e et A ,m ,
L;;p;m;c;;;ﬁ | | "~
iPedia[nc - ' b , - T

.hmall Orgﬂn (Speufy)(l) o . T ’ B ;
iNeonatal Cephalic - S .

KE&TE-C‘EEHJE“WW““ enoom T T

Trans-rectal PP P p t A T L 5
’Trans vaginai ’ ' E ' ‘ ‘

' |Trans urethral

PO f .. - C e o e g

Trans csoph (non Card) o v

 Musculo-sketetal ) _ ) :
’(Convcntlonal) : . : ) , i ' | i '

' Muscu]o—s!\clclal (Supcrﬁctal]

‘Intravascular

1Olher [Speaf'y) ’ : - o f
‘Cardtac Adult '

LCardlac Pedmtnc

L]ntravasm.llar (Cardxac}
: Ttans esop} Caidlac} - ‘ :

e L el
Other(Specity) "

N = new indication; P = previously cleared by FDA: E = added under this appendix
Previous 510(k) of the transducer: K082119

Note | Small organ includes thyroid, breast and testicle.

MNote 2 Camhined mode includes B/M; B/PWD; BDF/FWD: BDE/MDF, BDF/MDE/PWD

Note 3 Combined mode mcludf:s B/M:; B/PWD: BDF/PWD: BDE/MDF; BDF/MDF/PWD: 2D/ICW D, BOF/CWD
Note 4 TD!

Note 5 ApliPure ///}7} /M%Mm .
L

Note 6 MicroPure - f
Note 7 Precision tmaging {New) (D|V|S|0n é/lgnfﬁﬁ)

Note 8 STIC wici ; i
Note 9 3D color (New) Division of Reproductive, Abdominal and

Nate 10 STIC Calor (New) Radiological Device

510(k) Number 1091205

Prescription Use Only {Per 21 CRF8C1.109)



Toshiba America Medical Systems. Inc.

Svstent Aphio XG v4.0 SSA-790A
Transducer:_ PLT-604AT

intended Use: Diagnostic ultrasound tmaging ot fluid flow analysis of the human bedy as follows:

Mode o{ Opmauon

Chmcal Apphcauon

“Specific I M PWDCWD: Color E&H;Eiﬁé'&wfﬁi"?5&5;&%53 Power

(Tracks 3) . [)op pier (Spectfy)

:Ophf_haim]c ‘I

B e T T I TR N SRR

lmz:a-operatwe{Abdommai) ' S i
l’lntxfa-opz—:ratl\.ua (Neuro) '
! + {Laparoscopic

IPedlatrlc

! 'Trans-vagmal

510(k) Premarket Motification
Aplio™ XG {v4.0) SSA-790A Ultrasound System

Flow

’Trans-urethrai : ) ‘ ) , i

|Trans-esoph {non Ca.rd )

IMusculo-skeletal . R
, (Conventional) L P 2 P

;Musculo skelctal (Superf’clal) ipopp f. P E 2 P
|lntravascu1ar , ‘ '
'Othcr (Spemfy)

'C'ardlac Adult

lCardlac Pedmatnc o
ulp_tr__avascu ar (Ceudlac}
Trans-mOph (C‘ard1ac)

e e e e R e at R mEER N A RS ke rabmand o em e e ke S dega

ln[ra cardiac

e L LT P 0 TG

‘Other (Spemfy)
|Penpherﬁi vesset

b’lin;rf'%peclfy}‘ P A
N = new indication; P = previously cleared by FDA; E = added under this appendix
Previous 310(k) of the ransducer: KQ82112

Note 1 Small organ includes thyroid, breast and testicle.
MNate 2 Combined mode includes B/M: B/EWD; BDF/PWD; BDF/MDF: BDF/MDF/PWD

Note 3 Combined mode includes B/M; B/EWD, BDF/PWD; BDF/IMDF; BDF/MDE/PWD; 2D/CWD; BDF/ICWD

Note 4 TDI

i
2D

Note 5 ApliPure %/ %
Note 6 MicroPure /4{

Note 7 Precision imaging {New)
Note 8 STIC (Division S n-
Note 9 3D cotor (New)
Note 10 STIC Color (New) - :
Radiological Device

Division of Reproductive, Abdominal and

Prescription Use QOnly (Per 21 CRF301,109) 51 O(k) Number ﬁ/‘\ O q J gqg

B-1&



Toshiba America Medical Systems. Inc. PR 510¢k) Premarket Notification
Aplio™ XG (v4.0) SSA-790A Ulrascund System

System: Aplio XG v4.0 S5A-730A

Transducer:__ PLT-704AT

Intended Use; Diagnostic ultrasound imaging or fluid flow analvsis of the human body as follows;

A

* Clinical Apphca[lon T M(J(]e ofOptthn o

7 Specific " B M PWBCWD Color 'Combined THI [Dynamici Power CHI 3D | Other
(Tracks 3} “Doppler * (Specify) i Flow | 2D . |Note]
B i & . : . : . .

Ophthalmic

|
. 1 : 2
— PR [ - . PR R RN . e e m e pe it et

"Fetal . : ' ; ;

ool S T S R A
xlntra OPEIathe{Abdemal} ToTmTIomnomn e mmeo e remamoc o s mrmesn o - e
'Intra-opelauve (Ncum) . - - .g
- ILépa;bscopzc - - -
Pé&hatnc | - -
'Smail Organ (‘ipecniv {!) SR ‘P SRR R e P g 5*

Neondldl Ct‘.[ll'ld[lL . . : . ' : Q

iAdult Cephahc

Trzms rectal ] [
Trans-vagmal : : ‘ ;

|Trans urcthral

I.$l.ar;é__e.;_0p 1_2!.!.(_).!_1 Ea‘ d ] Frame . eeamee as A::A et s am miem 0 maea W twRR A THDe el e - T LI LT Tr P P PN R .;.. S - l e ;
Muscu[o—skelelal p : P P p 5 p P C b ’ P 5 !
{( saventionat) ) . i \ :

.Musculﬂ sl\eletal (Superhcml) P : P P . o P C

T
=
g
.
)
oy

Intrwasculal

'Other (Spemf‘y)

'EZ\r_diEE"AEuu 7 . _ - ) o -
Cardlac Ped|amc : ‘ ; i

lntravascular (Cardlac} ‘ ] _
'Trans csoph (Cardrac} . . : i

inti a-cardlac v - : = e
!Ot 1er (Spet:lfy X R - - ,:
Ft:rlpher drl vessel \ - ;‘
| S S P2 P P P P s

Other {Specify)
N = new indication; P = previvusly cleared by FDA; E = added under this appendix
Previous 518(k) of the rransducer: K082119

Note 1 Small organ includes thyroid, breast and testicle.

Note 2 Combined mode includes B/M: B/fWD: BDE/PWD: BDF/MDF, BDF/MDE/PWD

Note 3 Combined mode includes B/M; B/PWD: BDF/PWD: BDF/MDF; BDF/MDF/P\%ED/CWPVBDF/

Note 4 TD m/;/z, /;.37 é /z\

Notc § ApliPure (Division Sign-0#)” 7 4

MNote 6 MicroPure

Notz 7 Precision Imaging (New) Division of Reproductive, Abdominal and

Note 8 STIC 1 1] :
Note 9 3D color (New) RadlUnglCﬂ' DBVICB

Nate 10 STIC Coler (New} 510(k) Number f/\Oq | Q%

Prescription Use Only (Per 21 CRF801.109)




2

B

Other Speci)

Toshiba America Medical Svstems, Inc. 510¢k) Premarket Notification
Aplio™ XG (v4.0) S5A-790A Ultrasound System

System: Aplio XG v4.0 S5A-7G0A
Transducer;___ PLT-7045BT

(ntended Use: Diagnostic ultrasound imaging or uid Mow analysis of the human body as follows:

Cimlcz{l"/{p;];h:,allon ModaofOperanon oo e T i 7 ot
Specific B M ‘PWDICWD' Color iCombined] THE :Dynamic Power | CHI | 3D Other |
(Tracks 3) Dopplct (bpemfv)g . Flow i 2D % ; [Note]

IOphthalmlc o ] V 1 4
f]FelaE . X ’ B 7 . K
) ’lntra.-opt;mtwe (/\hdnmna]) T - : h q i
Cinira-operative (Newro} ) S
:'i:at[;aros&)T)IC : : . o

';Pcdlatrlc S ’ : ' . : ’ - o
iSmuall Organ (Specify) L1) SR SR S S S I I

hNe(malal Cephalic ) R ) . i
’“IJ"ui{EEbhahc ) I Co T

"Trans vagnwl : Tr ' .

e e < e e e e R e St - :

' Trans“esoph (non-Cmd I o —, ~ g :
i . . : : ' ‘

s BRI R R
Musculo-skeletai (Superficia)  » P P P I - S s
llll-lb[!:.:’l‘\’ﬂSLuldl' ) ‘ . o i l .

: *Other (Spele'}') T ’ i T T o . _
<Cardlac Adult S : o . i .
C ardiac Pechamc ‘ T i ';'
ilﬁtravascu tar (Cmdlac) ‘ ﬁ W

“{Trans- csdi:-nﬂ"faérdmcf - ’ , . ’

‘Intra- cardiac e T o i o - N o -
6t'1;r (Spec'z'f“y—im e e e o ennre e - AU, e e e I

Pez 1p11e1a§ vessel B o i i

! PP P P 2 P P P F 5

N = new indication; P = previously cleared by FDA: E = added under this appendix
Previous SEO(k) of the ransducer: K082119

Note | Small organ includes thyroid. breast and testicle.
Note 2 Combincd mode inciudes B/M; B/PWD; BDF/PWD; BDF/MDF; BDF/MDFPWD

Note 3 Combined mode inciudes B/M; B/PWD: BDF/PWD:; BDFMDF: BDE/MDF/PWD; 20/CWD: BDFCWD
Note 4 TD{

Note 5 ApliPure

Note & MicraPure /] /[

Note 7 Precision lmaging {(New)
Note 8 STIC (Divisior? Sigh-Off)

Note & 3D color (New) Division of Reproductive, Abdominal and
Note 10 STIC Colar {(New) RﬂdiOlOgica‘ Device

Prescription Use Only (Per 21 CRFE01.109) 510(k) Numher %O q ] a q 6

B-13



Tashiba America Medical Systems, Inc. 210(k) Premarket Netification
Aplio™ XG (v4.0) SSA-790A Ulirasound System

System: Aplio XG v4.0 SSA-790A
Transducer:__ PLT-T05BTH

Intended Use: Diagnostic uitrasound imaging or fiuid Aow analysis of the human body as follows:

ChmcalAppﬂcatlon ) 'Mode ofOperat:on o e
Specific B M PWD CWD' Color Combined;THl ‘Dynamic. Power | CHL | 3D © Other |
{TFracks 3} i . 'Doppler | (Specify) . Flow C b . {Note}
i . | * : - ! .

fOphthaimac

_;Abdommai . i Al S - A R

S .. - - pu - - . 2 ........ _—— S
' T3

=
i
v

perative (Newro) R S S
Lapamsc‘)m’?, R, ey e S
.[Pcdlatnc PP P o P 2

Small Organ (Gpeaidy (PR RT T e T T e R TR

1Nconatal Cephalrl_c‘ ) ‘ . | _
‘1Adult Ccphahc e ) S

‘fTrans-recta[ ' v ‘ ! ; : :

! rans- vagmal

'Trans urethral ; ' : ! . i

Trans esoph (non (ard) o e . : : P ‘

(Conventmnal) f : :

PV S C e e e m e e e PR S [ AR ORT SR

M_uséulo- xclcial (Sup:rﬁcm!)
Jl;l{;arviaﬁcﬁiar

\O!her (Spélltv) S
“iCardiac Adult

, iCardiac Pedlat: ic

’lﬁu avaéc{i.iar (C arch
Trans-esoph ( Cardlac}

'Inu‘a cardzac S

) nOt her (Spemfy}

Pez lphem! vessel

'
H

O CF(SD‘C_FZIT}) . e e S L TREEE

N = new indicaticn; P = previously ¢leared by FDA; E = added under 11115 appendix
Previous 5E0Ck) of the transducer: K082119

Note 1 Smatl organ includes thyroid, breast and testicle.
Note 2 Combined mode includes B/M: B/PWD; BDF/PWD; BDF/MDF: BDE/MDE/PWD
Note 3 Combined made includes B/M; B/PWD; BDF/PWD: BDF/MDF, BDE/MDF/PWD: 2D/CWD; BDFICWD

Note 4 TDI %7’ %

Noté 5 ApliPure M

Note 6 MicroPure M ﬁﬂ\f
Note 7 Precision imaging (New) (Division Slgﬁ Oﬁ)

Note § STIC

Note 9 3D color (New) A Division of Reproductive, Abdominal and
Note 10 STIC Color (New) RﬂdiO[OgiCﬂI Devices

.
Prescription Use Only (Per 21 CRF801,109) 510(k) Number /\OC[ | Qq-—)




Toshiba America Medical Systems, Inc. 510(k) Premarker Notificatign |
Aplio™ XG (v4.0} S3A-790A Ultrasound System

Systen: Anlio XG v4.0 S5A-790A
Transducer:__ PLT-705BTF

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

| Clinical Application Mode of Operation T , N
Specific "B M PWD: ‘CWD. Color {Combined” THI ‘Dynamic’ Power - CHI© 30  Other .
{Tracks 3) Do ‘ | Doppler « (Specify) | * Flew L [Nate|
B : . ¥ f i H .

Ophtha mu: o ) o
{Fetz;l : ' ; ! ‘ R : 5 .
’Abdommal : :

P
o Imra -operative Abdonmnai) T

r
-B
=}

jrolo
o
w

']mra A-operative (Neuro)
Laparoscopic . :
Pedlatnc T “popop b s s B o .
.,Small Orgdn(S;ﬁééﬁS;)(l) oo e B SR .
INeonam.lﬂC-é};!'ra fie oo T

;Adull Cephallc

Trans rcctai ' : i

Trans vagma!

e T e LTI e . N RO

'Trans urethral
'Trans esoph (non C ard ) : a i

| IMusculo -skeletal '
"ltConventional)

EMusculc»-skf:letal (Supelﬂua[)‘
i lntravascular
Other (Spec1f‘y

|Card|ac Adult

1Card|ac Pediatric

Inlravascula: (Cardiac)
’Trans-esoph (Carchac}

. 'lntra-cardlac
Other (Spemfy)

) ‘Penpheml vessel

Ti

Sower Specityy T

N = new indicarion: P = previously cleared by FDA: E = added under this appendix
Previous 510(k) of the transducer: K082119

Naoté | Small organ includes thyroid, breast and testicle.

Note 2 Combined mode includes B/M: B/PWD; BDE/PWD: BDF/M DF; BDF/MDFPWD

Mote 3 Combined mode includes B/M: B/PWD: BOF/PWD; BDF/MDT: BDF/MDF/PWD: 2D/CWD: BDE/CWD
Note 4 TDt

Note 5 ApliPure / %

Note 6 MicroPure 4

Note 7 Precision lmaging (New) ;
Note 7 Prech (Divisiorf Sigh-Off) c;

Nate 9 3D color (New) Division of Reproductive, Abdominal and
Note 18 STIC Color (New) Radmlogma] Devices

Preseription Use Only (Per 2f CRF801.109) 510(k) Number _J}\Qq 1945

B-20



Toshiba America Medical Systems, Inc. P 510(k ) Premarket Motification
Apho™ XG (v4.0) SSA-790A Ultrasound System

System: Apho XG v4.0 SSA-790A
Transducer.__ PLT-805AT

Intended Use: Diagrostic ulirasound imaging or fiuid flow analysis of the human body as foliows:

C]lE‘IICﬂ Apph;:laE-lmf ) Mode ofOpemtmn o S
Specnf‘c B M PWD.CWD. Color Combincd THI Dynamic’ Power
{Tracks 3) . Doppler (Specify) Flow
3
Ophthalmic

;Intra-operatwe(Ahdommai) o

Intra—operanve (Neuro]
=Laparoscop1c

Pediatric

Sma!lOrgan(Spcmf})(l ,P, P P . P o 2 P _ F

Neonata! Cephallc
AcluIL Cephalxc

-I"ram rectal

Tran‘;-vaﬂma]

K Frﬂtls—urethrdl
Trans-esoph (non (,'ﬂd )

.Musculo—skeleta
i(Conventional) 3

Musculo-si\eléléf-(‘éupetfual} P Poor P 2 L P‘

]llll a\'aqcular

'Olher (Spemfy)
lCa1 diac Adull

'Cardmc Pediatric

'lmravascular (Cardmc)

Trans-csoph (Cardiac) .

Pcnphcral vesscl

AOt"Iﬁ‘cr {Specva)

N = new indication; P = previcusly cleared by FDA; E = added under this appendix
Previous 5 10(k) of the transducer: KO82119

Mote | Small organ includes thyroid. breast and testicle.
Note 2 Combined mode includes B/M: B/BEWD; BDF/PWD: BDF/MDFE: BDE/MDF/PWD

Note 3 Combined mode inciudes BM: B/PWD: BDF/PWD; BDF/MDF. BDF/ DFfPWD ADICWD: BDFICWD

. CHI ;
L 2D

3D | Other |

' [MNote! c

567

Note 4 TDI ,
Note 5 ApliPure mﬂé ﬂ’l m
MNote 6§ MicraPure

Note 7 Precision Imaging {New} (Division Slgﬂ'Oﬁ

Note § STIC Division of Reproductive, Abdominal and
Nate ¢ 3D color (New) Radiological .

Note 10 STIC Color {New) adiclogical Device

Prescription Use Only {Per 21 CRF801.109)

B-21

510(k) Number %Oq 185



Toshiba America Medical Systems, inc. - S10(k) Premarket Notification
Aplio™ XG (v4.0} SSA-790A Ultrasound System

Svstem: Aplio XG v4.0 SSA-700A
Transducer: PLT-12028

Intended Use: Dhagnoslic ultraseund imaging or fuid flow analysis of the human body as follows:

. Ci:mcal App—)iiéati;)r; Modc ofOpcrallon
Specific B M PWD'CWD Calor Cnrnhmed’ THIE Dynﬂl’!‘llﬂ: Power | CHI‘ 3D

(Tracks 3) Doppler . (Specnfy) " Flow L
opm e st E

‘Laparoscopic _ : . ;
'Pcdiatric ' : . ) ;

Smdll Organ (Spec“y) (] SRR oy e g _! R R
‘Neonatat Cephailc D S o R

| Aduli C:e-phahc e e ..__-.E._. . , . - ,
.Trans, redéf S s e s e e et e A -
“Frans-vaginal ] o ! ‘

S, ureth;a‘[w e e S e e e e e e e e+ e g .7,‘ . -

Trans Lsoph {non C ard +

Musculo skeletal : e Ty
(Conventmna[] ’

ity ele[al-(Supc{rc1dl) G 3 5 o 5

Muscu|o~

Imr'wascular . i

Other (Spec:fy)
'Cardlac Aduh

P Pcdlam e e R . S .

"Intravascular [C ardlac)

Trans-esophﬂ '{'Cardlac)

: s 11{'.1:3 cardiac _ ; ! ) :
Oher (Spccnfy) : : ! . '
Penpheral vessel .

| Othef fSpeciy)
M = new indication; P = previously cleared by FDA; E = added under this appendix

Previous 510{k) of the transducer: [K082119

Note | Small organ includes thyroid. breast and iesticle.
Note 2 Combined mode includes B/M; B/PWD; BDF/PWD; BDF/MDF,; BDF/MDF/PWD

Note 3 Combined mode includes B/M: B/PWD: BDF/PWD; BDF/MDF; BDF/MDF/PWD, 2DICWD;, BDF/CWD
Note 4 TIH

Note 5 ApliPure
Mote 6 MicroPure ’ ’_j ‘;/% i

Note 7 Precision Imaging (New) Division é{ n-” 4
Note § STIC ( . Oﬂ)

Note 9 3D color (New) Division of Reproductive, Abdominal and
Naote 10 STIC Color (New) Radiological Device

Prescription Use Only (Per 21 CRF801.109) 510(k) Number f/\(’) q ! Q Q_é—

B-22

" iher
" {Note| .

45 |




Toshiba America Medical Systems, Inc. 310(k) Premarke: Notification
: Aplio™ XG (v4.0) SSA-7904 Ulrasound System

System: Aplio XG v4.0 SSA-TU0A -
Transdicer:__ PLT-1204AT

Intended Use: Thagnostic ultrasound imaging or fluid flow anaiysis of the hurman body as follows:

' 7 Ellﬂl}&llAppiiC&l;Olj o Modc ofOpcratlon m S
Specific "B | M .PWD-CWD: Color ‘Combined’ THI Dynamlc Power CH[Z; 3D ! Other :
{Tracks 3} : Doppler: {Specuy) . Flow ' 2D [Notej

fOphlh'flmlc

- [Fetal A } ' i - _
lAbdomma! ‘ i . . ' :' N ‘ .‘ '

: 1mra-operatwe {Abdommal) . : ‘ : )
: !rhma operatlve (Neuro) ' :

‘ iLaparoscopic ;
B i e . o b ;
,Pe(ild[rlc S 7 o - ; i
Smali Organ (Spemly) (I ) P . P p P 2 O P J'
’ Neoﬂatal Cephalic ‘ : : :
.Adult Cephallc i ) : ) :

,Trans—rectal : P i : g ; i

. fTrans-va i

2 ks

: Trans csoph (non C ard )

o s n x —n x e [ - R - - - - . U O [P

: Muscu]o—skeletai i . : : : : :
((_onventwnal) L P 2 L ‘ ; . 456

Musculo-skcletal (Superficial) P ¥ P p 2 TR T TR TR T T s

Intravascular
iOther (Specrfy)
*Card;ac Adult

:t'érdl ac Pediatric

: Intrav_a_scular(Cardlac)' _
*Tlans esoph (Cardsac)

:leher(Spcufy} T

 Peripheral vesse! : . . :

DOterspecity 0 T - S

N = new indicatian; ? = previously cleared by FDA: E = added under this appendix
Previous 510(k) of the transducer: K082116

Note 1 Small orgen includes thyroid, breast and testicle.

Note 2 Combined mode includes B/M: B/PWD: BDF/EWD, BDF/MDF; BDF/MDF/PWD

Note 3 Combined mode includes B/M; B/PWD; BDFfPWD BDFMDF. BDFIMDF/PWD; 2D/CWD: BDFACWD
Note 4 TD!

Note 5 ApliPure
Note 6 MicroPure /H/ j /22>

v A4
Note 7 Precision Imaging (New) (DIVISIO%IQH-%

Note § STIC - ) ,
Note 9 3D color (New) Division of Reproductive, Abdominal and

Note 10 STIC Calor (New) Radiological Devices

510(K) Number IAOQ 1295

Prescription Use Only (Per 21 CRF801.109)
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Toshiba America Medical Systems, Inc. 510(k) Premarket Notification .
Aplio™ XG (v4.0} SSA-790A Ultrasound System

System; Aplio XG v4.0 SSA-790A

Transducer:_ PLT-1204BT

tmended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:
~ Clinical Application Mnde - of Operation. S e
Specific "B M PWU LW}J (ulur Combined% THI El)ynnmic? Power : CHI 3D~ Other -
(Tracks 5) : Dopplci (Specify) ! i Flew | 2D © [Notel |
N L] i . !

-Ophtha n'nc ‘ i

Fetal )
i Abdomma}

; 'lmra-operanve (!\Ed.ﬂmll-';di-) T :

llntra

operative {Neum)

1

Laparosc'dﬁ{c R . R it S
__S_I;;a_l_Organ(meym) o T e g e e
e I e R L I T e e

{Adult Cephalic . ' 7
e
Transvaginal T ' e ' |
e A

’I‘rans esoph (non Card)

Musculo-skeletal )
(Convenhonal) . N : ;

'MUSCU]O-Ske etal (Supel fl(:l.al) -P — P : P o P 2 Pl o -P i P ) ’ --4,5.5 -
Jdntravascular ‘ ’ ' :

:Olher (Spi:ufv)

!CardlacAdu[t ) HA e . - e e
: Popop P 2 N N 256

r(Spec;fy)- e e e e

N = new indication; P = previously cleared by FDA; E = added under this appendix
Previous 5[0(k) of the transducer: K082119

Naote | Small organ includes thyroid, breast and testicle.

Note 2 Combined mode includes B/M: B/PWD: BDF/PWD; BDF/MDF, BDE/MDF/PWD

Mote 3 Combined mode inciudes B/M; B/PWD: BDF/PWD. BDFMDF, BRDE/MDF/PWD: 2D/CWD: BDF/CWD
Notwe 4 TD}

Note 5 ApliPure

Note & Microlure % M
Note 7 Precision Imaging (New} m,f/ ﬂ/)
Note 8 STIC

Note § 3D calor (New) (Division Sign-Off)

Note £0 STIC Calor {New) Division of Reproductive, Abdominal and

i Radiological Devices
Prescription Use Only (Per 21 CRF801.109)
rescription Use Only (Per 510(k) Number }t)\@q’ Dqs

B-24



‘Toshiba America Medical Systems, Inc. a 510¢k) Premarket Notification
Ap!mTM %G (v4.0) SSA-790A Ultrasound System

Sysiem: Aplio XGC v4.0 S5A-790A
Transducer: ___ PLT-1204AX

[ntended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Chm;fil;\pphcahon Mode of Operat:cm o - :
Specific B M PWDCWD, Color ‘Combined; THI Dynamic Power : CHY , 3D | Other -
(Tracks 3) . Doppier (Spea‘.lfy}' © Flow ! ) I ' [Mote|
\ 1 ' : : i
Ophthaimlc S S e e . . ey B
.Feta.l - C e o e S b e e s
Abdammdl e e B e - - -
Lapa;oscoplc : d e SR i L . _
'Pedlamc S S SR A . _ .
Small Organ (Specif)(i) P P D I T T S S A Y
'Neonaial (‘ep[mhc : . - e e o
.f\(lul! Cephdh(. T i ' : o 1 - i i ) 7;
|1€I‘Eil‘l$_ rec‘t-alm B e e e _ e i b e e N -
: i
14 ' - - - N - - - - Y ; —_ —— ....!i
' Tran';~esoph (non Card] o ) o ] I o ) k
%f::::s‘;:’:;f' N
ke P ° 7 P i PP P 456
vlmr'wasczlhx a
'Other o - it e e e e ,{
IC‘arcI;aEAdu"I‘l e e o . o L A
- éé?d(aé'bedlamc T
'I'EEFa\EZs'c'Jl‘e{rTcé?d.a'c}
Téaﬁs c‘sgp“h“(Cardia:} ’ ] . ‘
':i‘ S e r —— e U S U VP
'Ot u:-r [Spemfv} ) . i T i
‘Pe{.'piie.';fuél;gél ST e [
P P p P 2 P 3 P 4.5.56
(Other (Specify) . e+ et ]

N = new indication; P = previously cleared by FDA; E = added under this appendix
Previous 310(k) of the transducer: K082119

MNote | Small ergan includes thyroid, breast and testicie.
Note 2 Combined mode includes B/M: B/PWD: BDF/PWD; BDF/MDF, BDF/IMDF/PWD
Note 3 Combined mode includes B/M; B/PWD; BDF/PWD; BDF/MDF; BOFMDEF/PWD; 2DICWD, BDFICWD

Note 4 TDI
Note 5 ApliPure
Nole & MicroPure M %W%

7 Precision Imaging (New _
Mo 8 s on fmaging (Hew) (Division Sign-Off)
Note & 3D colar (New) Division of Reproductive, Abdominal and

MNote 10 STIC Color (New} Radioiogical Devices

Prescription Use Only (Per 21 CRF801.109) 510(k) Number )/—\OCI | QQS
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Tashiba America Medical Sysiems, Inc.

System: Aplio XG v4.0 SSA-790A
Transducer:_ PLT-1204BX

510(k) Premarket Motification
Aplio™ XG (v4.0) S35A-790A Ulvasound System

Iniended Use: Diagnostic ulirasound imaging or fluid flow anafysis of the human body as follows:

Clilli}ﬁa[Abpiicéti011 ' ModeofOperatlon

Specific B M PWD CWDl Coler .Combined- “THI ipl)ynamlc Power i CHI 3D

{Tracks J)

Ophthalmic

Fetal

‘Abdommal o
lntr Dperatwe (Abdommal)

‘ lntru -operative (Neuro)
Lépangscoplu

56&5&{6 S .

‘Small Organ(Spemﬁ')( } I p
Nconatal Ccphdhc S
;Adult Cepha
"Trans- rectaf—

Tmns-vaﬂma[

|Trcme, d;élllrél
'Tl ans- esoplt (non—Card)

el PP P
' Musculo:skls.?étial {Superfcn«l} P rE p
Yntravascular '
: =Other (-épeblfv}
'Cafﬂlau Adult
':C ardiac P Pedmmc S

1 ravascular(Cdrdmc)

i Traus esnph (Cardmr.) B
Imra cardlac
Other (Speafy

) Penphct al vessel

Other (Specity)

Doppler (Spe(:ify) , Flow , 2D

e S e PR

N = new indication: P = previously cleared by FD'A; E = added under this appendix

Previous 510(k) of the transducer; KG82119

Mote 1 Smal} organ includes thyroid. breast and testicle.

Note 2 Combined mede includes B/M; B/PWD; BDF/FWD; BDF/MDF; BDF/MDF/PWD
Note 3 Combined mode includes B/M: B/PWD: BDF/PWD; BDF/MDF: BDF/MDF/PWD: 2D/CWD; BDFICWD

Note 4 TDI

Note 5 ApliPure

MNote 6 MicroPure

MNote 7 Precizion Imaging (New)
MNole & STIC

Note 9 3D calor (New)

Naote 10 5TIC Color (New)

Prescription Use Only (Per 21 CRFE0E.105)

//mwf%/«f% =N

i Other '
. |Mote|

L4587
46T

(Divisioff Sigh-Otf)
Division of Reproductive, Abdominal and
Radiological Devices

5100k Number N0 91995

B-26



Toshiba America Medical Systems. Inc. 510{k) Premarket Notification
- Aplio™ XG (v4.0) SSA-790A Ulirasound System

System: Aplio XG vd.0 SSA-780A
Transducer:___ PLT-1204MV

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

" Clinical Appl}catlon Mode of Operanon o : - o L
Specific "B "M PWD.CWD| Color ‘Comhined. TH! Dynamic Power ' CHI| 3B | Other .
{Tracks 3) _Dopp]er.(Specify) . Flow 2D i |Note] |
' i i : i . . i :

1 I

Ophthalmic ‘ {
Fetal , '
Abdommal : :

Intra-operatwe (A.b&cm; a])

Iﬁlra“o_ﬁc.:r-a;t.rve (Ncuro) T ) 7 . , - o
L.aparoscoplc N ) L
Pedmmc . . ; :
Small Organ (Q,pecnfy) “) RS P R i —— P 579
Neonaml Cephalm ) I S S l ' T
'Tr_z;ns“;r"t:f;ta;l O L OBV pn ___-_" .
; i

Trans c:;oph {non Card)

'Musculo- keletal i : oo !
i{Conventienal) ’ : ;

M‘a-séllfa-_sﬁélgﬂ-l‘(b;p;;{li:idl) B S D S S
Inlrﬂvascular o ' ‘ - o o
O“tﬁe.ra(Supncc_lf_}:) e ettt et 1 B+ e e e e m i T e o e e ete e o + i e e e -
Cardl_a'cm;.aultﬂiﬁ e e T e e e

Cardlac Pednﬁng o - - " o )

Intravascular[Cardlac) - o o I ‘

."Trans esoph (Ca;‘dl_‘acj N T l _ . B ' iv' S ; i
'Omer"@pemfy) | i ) i . i '

Perlphera vessel

Oher (Specify)

N = new indication; P = previously cieared by FDA; E = added under this appendix
Previous 510(k} of the rransducer: K082119

Note 1 Small organ inciudes thyroid, breast and testicle.

Note 2 Combined mode includes B/M; B/PWD: BDF/PWD; BDF/MDF, BDF/MDF/EWD

Note 3 Combined mode includes B/M: B/PWD: BDEF/PWD: BDF/MDF BDEMDF/PW: 2DICWD: BDF/CWD
Note 5 ApliPure

Note 6 MicroPure

Mote 7 Precision Imaging (New) (DlVISiOﬂ Sf/gn bﬂ)

Note 8 STIC _ Division of Reproductive, Abdominal and

MNote 9 3D color (New} . . .
Note. 10 STIC Color (New) Radiological Devices

510(k) Number __ N0 1D UD

Prescription Use Only (Per 21 CRFE01.109)



Toshiba America Medical Systems. bnc. 510{k) Premarket Notification
i Aplio™ XG (v4.0) S5A-720A Ultrasound System

System: Aplio XG v4.0 SSA-7904
Transducer:_ PET-510MB

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

o Ch-n hcatlon l'v-l.ode ofOperatlon

Spl‘tlﬁ(. : : ~ Color Comblnem THI Dynamlc Power } CHI ' 3D Other :
(Tracks 3} : ; Dopplet (Specxfy) i Flow . 2b . {Note} -
‘ . { i } : . '

Lo ? : ;

Ophtﬂ;ﬂ;::uc- | oL S e SRR CR i -

;“ﬁet;i e e e T T PR - f |

Ab_ac;m_n_-.;[_ . - - . _1 . - .. ' e

IIA'I‘{FMB operalwc (Abdommal) ) B : ‘ ’ B o 7 )

:Imra -operative (Neurc) I ‘ : ''''''' L B )

:Lapar'os,c()pu_, _ i _ Sl el I :.._..___ - e dem

Ped:atnc ; ; : !

ISmaH Organ (§béc1fv (H T T ) o S )

NéEnaiElEéEEéiféw o Lo T ) ) :

Adu!tCep 1alf£ S i ’ o ‘
o

!Transjrethral T e { ) ; o T

Trans Ef;oph (nnn Card } ‘ ! i

MECTJIH skeletal ‘ ) o IR )

{(Conventional) ‘ ) g

rh-/lh;l;cal_(;;ke‘l;:tal (Supe:f‘mal) I T

Intravascular ) _ _

Otﬁer (ép&}y e e e e . e e e

|C‘31d1a0 Adult 7 o o . ‘ I 7 o l )

'Cardlac Ped:atnc o 7 i

!lntrava@cu[ar (C‘ardlac) i ! . . i

lTrams; esaph. (Cardidc) Piv P P P 3 P

oletunsiadiiivtu b gt e . e e e e -
Jdnira- cardiac : : :
'OIhEI (Specn‘y ; , '
Penphexal vessel : ' . ! ' ;

N = new indication; P = previously cieared by FDA: E = added under this appendix
Previous 510(k) of the transducer: K082119

Note | Small organ includes thyroid. breast and testicle.
Note 2 Combined mode includes B/M; B/FWD: BDF/PWD: BDE/MDF: BDF/MDEFWD
MNote 3 Combined mode includes B/M; B/PWD, BDF/IPWD; BDF/MDT; BDF%F/PWD 2D/CWD: BOF/ICWD

Note 4 TDI Wm%‘ %

Note 5 ApliPure
Note & MicroPure

Note 7 Precision Imaging (News} DlVISlOﬂ ggﬁ dff}
Note 8 STIC

Note 9 3D color (New) Dmg.mn of Reproductive, Abdominal and
Note 10 STIC Color (New) Radiological Devices

~
Prescription Use Only (Per 2§ CRFS01.109) 510(k) Number )A O q ! Qq =




Toshiba America Medical Systems. inc.

Apho XG v4.0 SSA-790A
PC-20M

System:
Transducer:

310k} Premarket Notification
AplloTM X(_; {v4.0) SSA-790A Ultrasound System

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human bedy as. follows:

. Mode of Opc_rauon

- Spec:i‘c ) B M PWD CWD" Color Com}_)med L THI DynamlcPo“cr CHl 3
{Tracks 3) : Dappier . (Specify) i Flow V2D " {Note} -
: * + i : d
Ophthalmic T ) I ) '
iFe[dl__ o -
Abdomma

lnLra operatwc (Abdommai] :

rLaparoscopxc R
wPednatr:c :
k ”Smali Organ (Ql cxfy) (l)

; Neondlal Cephdhc

;Adult (_ep!wahc
) 'Trans—recta]

;Trans vagmal

,.__ O~ S P

Trans urethra

;Trans csoph (1}on (far-d.)

: :M usculo-skeletal
I{Cunvenh{mal)

‘ CUFO‘SKEie‘aI (SU ﬁerf‘cml? T

‘!nlravasc ar (C ardlac) P

_ Trans-esoph (Cardla.c)

- !Otvlcr (Speclfy)

Perlpheral vessel

Othex (Spectfy)

"N = new indication; P = previously cleared by FDA; E = added l.mder this appendix

Previous 510(k) of the transducer: K082115

Mote 1 Small organ includes thyroid, breast and lesticle.

Note 2 Combined mode includes B/M; B/PWD: BDF/PWD: BDF/MDF, BDF/MDE/PWD
Mote 3 Combined mode includes B/M: B/PWD: BDF/PWD, BDF/MDF, RDF/MDE/PWD; 2D/CWD: BDFIWD

Note 4 TD!

Note 5 ApliPure

Note & MicroPure

Note 7 Precision Imaging (New)
Note 8 STIC

Note 9 3D color (New)

Note 10 STIC Color (New)
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Tashiha America Medical Systems, inc.

System:

Aplio XG v4.0 SSA-7504A

Transducer: PC-50M

510(k) Premarket Notificatian
Aplio™ XG (v4.0) SSA-790A Ultrasound System

Intended Use: Diagnostic ultrasound imaging or Ouid fiow anatysis of the human body as follows:

* Clinical Application
Specific
(Tracks 3)
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N = new indication; P = previously cleared by FDA: E = added under this appendix
Previous 510(k) of the transducer: K082119

Note | Small organ includes thyroid, breast and testicle.

Note 2 Combined inode includes B/M: B/PWD: BDF/PWD; BDF/MDF; BDF/MDF/PWD
Note 3 Combined mode includes B/M; B/PWD; BDF/PWD: BDF/MDF; BDFMVDF/PWD: 2D/CWD; BDF/CWD

Note 4 TDI

Note 5 ApliPure

Note & MicroPure

Note 7 Precision Imaging {New)
Note 8 STIC

MNole ¢ 3D color {New}

Note 10 STIC Color (New)

Prescription Use Only (Per 21 CRF801.109)
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